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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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Application Papers 

9) Q The specification is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 
Allowable Subject Matter 

The indicated allowability of claims 1-10 is withdrawn after further review of the 
reference(s) to Pecenka (4,517,979). Rejections based on the Pecenka reference(s) 
follow. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 11-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

In claim 11, lines 8 and 12, "...extending upwardly from said valve body..." it is unclear 
as to what constitutes upwardly with respect to the valve body. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1, 2, 4-8, and 10 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pecenka (4,517,979). 
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Pecenka in an implantable balloon discloses (SUMMARY OF THE INVENTION): 
a valve portion (at 20) having: a valve body (at 26) defining an inlet; a valve inlet stem 
(see illustration of Fig. 4 below) extending from said inlet, through said body opposite 
said inlet; a piercing (see illustration of Fig. 4 below) extending from said inlet, through 
said body and stem, said valve portion constructed from a soft, elastomeric material 
having memory thereby causing said piercing to remain closed and fluid-tight unless 
penetrated by a relatively rigid member (e.g. 16); a balloon portion (22), integral with 
said valve portion, constructed and arranged to receive and hold fluids exiting said 
piercing opposite said inlet. 




Balloon 



Piercing 
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With respect to claim 2, Pecenka discloses wherein said valve stem comprises at 
least one side (note illustration of Fig. 4 above). 

With respect to claim 4, Pecenka discloses wherein the valve stem comprises a 
side and said valve portion (at 20) further has a sidewall, laterally displaced from said 
valve stem side, and integral with an inside surface of said balloon portion (Figs. 2-5). 

With respect to claim 5, Pecenka discloses wherein said valve portion (at 20) is 
substantially cylindrical (Figs. 2-5). 

With respect to claim 6, Pecenka discloses wherein said valve body, said valve 
stem, and said inlet are substantially cylindrical and substantially concentric (Figs. 2-5). 

With respect to claim 7, Pecenka discloses wherein said valve stem comprises at 
least one side and said piercing extends through said side of said stem (Figs. 2-5). 

With respect to claim 8, Pecenka discloses wherein said valve stem comprises a 
side and said valve portion (at 20) further has a sidewall extending from said valve 
body, laterally displaced from said valve stem side (Figs. 2-5). 

With respect to claim 10, Pecenka discloses wherein said soft, elastomeric 
material comprises silicone (Col. 3, lines 9-28). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pecenka (4,545,367). 

The difference between Pecenka and claim 3 is the valve stem having a rounded 
tip. At the time the invention was made, it would have been an obvious matter of design 
consideration to a person of ordinary skill in the art to have the valve stem to have a 
rounded tip because Applicant has not disclosed that having a rounded tip on the valve 
stem provides an advantage, is used for a particular purpose, or solves a stated 
problem. One of ordinary skill in the art, furthermore, would have expected Applicant's 
invention to perform equally well with the valve tip in other shapes, because the ability 
to close the opening would not be affected by the shaped of the valve tip. Accordingly, 
the valve tip having a rounded tip is deemed to be a design consideration, which fails to 
patentably distinguish over the prior art of Pecenka. 

Allowable Subject Matter 

Claims 52-61 are allowable over the prior art of record. 

Claim 9 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Claim 1 1 would be allowable if rewritten or amended to overcome the rejection(s) 
under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Teena Mitchell whose telephone number is (571 ) 272- 
4798. The examiner can normally be reached on Monday-Friday however the examiner 
is on a flexible schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571 ) 272-4791 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Teena Mitchell 
Primary Examiner 
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